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DETAILED ACTION 

This Office Action is a reply to the Paper filed 17 January 2006 in response to the Final 
Office Action mailed 17 May 2005. Claims 1-3 and 5-38 were considered in the 17 May Office 
Action. Claims 15-22 and 24-32 were canceled, claims 1-3, 5, 6 and 23 were amended, and 
claims 57-58 were added in the 17 January Paper. 

Continued Examination Under 37 CFR 1.114 
A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 17 January 2006 has been entered. 

Presently, claims 1-3, 5-14, 23, 33-38, 57 and 58 are pending and under consideration. 

Response to Amendment 

Rejection of claims 15-22 and 24-32 is rendered moot by the cancellation thereof. 

Claim Rejections - 35 USC § 1 12 

Rejection of claim 23 under 35 U.S.C. 112, first paragraph, as failing to comply with the 
written description requirement for the reasons set forth in the 17 May Office Action is 
withdrawn in view of the fact that the claim does not require that the nucleic acid exhibit 
transcriptional regulatory activity. 



Application/Control Number: 09/846,456 



Art Unit: 1636 



Page 3 



Rejection of claims l-3 5 5-14, 23, 33-38, 57 and 58 under 35 U.S.C. 112, second 
paragraph, as being indefinite is withdrawn in view of the amendments to the claims. 

New Grounds 

Claim Objections 

Claim 57 is objected to because of the following informalities: The claim is objected to 
because the phrase "a polynucleotide which has having at least. . is grammatically incorrect. 
Appropriate correction is required. 

Claim Rejections - 35 USC S 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claims 37 and 38 are rejected under 35 U.S.C. 101 because the claimed invention is directed to 
non-statutory subject matter. The discussion of "Recombinant host cells" in the specification 
commencing at page 4 does not provide a limiting definition of a host cell within the scope of the 
claims. In addition, the specification commencing on page 59 contemplates in vivo gene transfer 
of the nucleic acids of the invention and contemplates at page 74, line 10, in vivo gene transfer 
into human cells. Given that there is no limiting definition of a host cell and the application 
contemplates the production of recombinant host cells in humans in vivo, the host cell of the 
claims can reasonably be construed as encompassing a cell present or intended to be present in a 
human being, said cell becoming integrated into the human being and therefore being an 
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inseparable part of the human itself. The scope of the claim, therefore, encompasses a human 
being, which is non-statutory subject matter. As such, the recitation of the limitation "non- 
human" or "isolated host cell" would be remedial. See 1077 O.G. 24, April 21, 1987. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 7-12, 33 and 34 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 7-12 are indefinite in reciting, "said isolated nucleic acid is a polynucleotide 
comprising a sequence ranging from the nucleotide at position -1 to the nucleotide at position - 
200 [etc.], with respect to the first nucleotide transcribed, which is located at position 2894 of the 
nucleotide sequence of SEQ ID NO: 1." First, there is no antecedent basis for "the nucleotide at 
position -1" or "the nucleotide at position -200 [etc.]" or a "first nucleotide transcribed" in the 
claims from which claims 7-12 depend. Although claim 6 recites, "said nucleic acid modifies the 
transcription of a polynucleotide placed under its control" the claim does not require that the 
nucleic acid actually comprise a polynucleotide placed under its control. Rather, claim 6 is 
reasonably construed as reciting a functional property of the claimed nucleic acid, but does not 
require that the claimed nucleic acid actually comprise an expression cassette. Therefore, there is 
no -1 position or "first nucleotide transcribed" inherent to the claims from which claims 7-12 
depend. Furthermore, even if the prior claims were directed to an expression cassette comprising 
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"a sequence ranging from. . there is neither explicit nor implicit antecedent for a position -200, 
-600, -2894, -995, etc. in the claims. 

In addition, it is unclear to what the "sequence ranging from the nucleotide at position 
[A] to the nucleotide at position [B]" is referring. Although the claim recites that the numbering 
is with respect to the first nucleotide transcribed, which is identified as being located at position 
2894 of the nucleotide sequence of SEQ ID NO: 1, the claims do not appear to be limited to 
comprising the sequence of SEQ ID NO: 1. Claims 3 and 5, from which claim 6 and subsequent 
claims depend, are clearly not limited to comprising SEQ ID NO: 1. In view of this, it is unclear 
what sequence is comprised within the range recited in the claims, other than the sequence of 
claims 3 and 5, which can be as short as 20 or 35 nucleotides, respectively. Furthermore, as the 
claims are not limited to comprising SEQ ID NO: 1, it is unclear how the identification of 
position 2894 of SEQ ID NO: 1 as "the first nucleotide transcribed" limits the claim. In the 
absence of a limitation that the claim comprise SEQ ID NO: 1 or some significant portion of 
SEQ ID NO: 1 that includes the transcriptional start site, it is unclear how position 2894 of SEQ 
ID NO: 1 is related to the nucleic acid being claimed. This is because the transcriptional start site 
in SEQ ID NO: 1 is defined by the regulatory elements lying upstream of SEQ ID NO: 1, which 
are not necessarily comprised by the claimed nucleic acid unless it is Applicant's intention that 
the identification of the first nucleotide transcribed as located at position 2894 of the nucleotide 
sequence SEQ ID NO: 1 limit the claimed nucleic acid to comprising the regulatory elements of 
SEQ ID NO: 1 configured so as to provide a first nucleotide transcribed at a position 
corresponding to position 2894 of SEQ ID NO: 1. 
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Given that the terms in the claims lack antecedent basis, the claims do not clearly indicate 
what sequence is comprised within the range recited in the claim and it is unclear how the 
recitation of the first nucleotide transcribed to being located at position 2894 of SEQ ID NO: 1 
limits the claims, the metes and bounds of the claimed subject matter as a whole are unclear. 

Claim 33 is indefinite in reciting that the polynucleotide encodes one compound chosen 
from "polypeptides of interest and nucleic acids of interest". It is unclear whether the use of the 
plural requires that the nucleic acid encode more than one polypeptide or nucleic acid. If this 
were the case, then the requirement for multiple polypeptides or nucleic acids would seem 
inconsistent with the phrase "at least one". If it is Applicant's intention that the claims cover the 
nucleic acid encoding at least one polypeptide or at least one nucleic acid, it would be remedial 
to amend the claims to recite the singular "polypeptide" and "nucleic acid", which are construed 
as encompassing one or more. 

Claim 34 is indefinite insofar as it depends from claim 33. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 
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Claims 2, 3, 5-14 and 23 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Langmann et al. (Biochemical and biophysical Research Communication, 2/9/1999, Vol. 257:29- 
33; see the entire document). 

As stated in the 19 November 2002 Office Action, Langmann et al teach the purification 
and characterization of a full-length cDNA (-6.8 kb) for the human ABC1 transporter that was 
given the accession number AJ012376 (e.g. Abstract; page 30, 1 st paragraph Results and 
Discussion). The attached NCBI readout for AJ012376 indicates that the full-length cDNA 
taught by Langmann et al comprises the first 120 nucleotides 5' of the coding sequence. This 5' 
coding sequence would necessarily "modify" the transcription of the coding sequence under its 
control. 

This rejection was originally made in the 19 November Office Action and withdrawn 
when the claims were limited to comprising a polynucleotide having at least 300 nucleotides of 
SEQ ID NO: 1 (see Applicant's remarks filed 21 April 2003, first full paragraph on page 1 1). In 
the 17 January Paper, Applicant has amended the claims such that they are no longer limited to 
comprising 500 or more consecutive nucleotides of SEQ ID NO: 1. Therefore, the claimed 
subject matter again embraces the nucleic acid of Langmann et al and the claims are properly 
rejected under 35 USC § 102(b) as anticipated by Langmann et al 

Claim 2 is rejected under 35 U.S.C. 102(b) as being anticipated by Auffray et al (C. R. 
Acad. Sci. Ill, Sci. Vie 318, No. 2, pages 263-272; see the search reports attached to the 19 
November Office Action action). 
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As stated in the 19 November Office Action, as indicated by the attached search reports, 
Auffray et al teach the sequence the sequence of a cDNA clone obtained from the infant brain. 
The sequence taught by Auffray et al comprises greater than 20 contiguous nucleotides of SEQ 
ID NO: 2. 

This rejection was originally made in the 19 November Office Action and maintained in 
the Office Action mailed 12 November 2003 on the grounds that the phrase . .comprising a 
polynucleotide of the sequence SEQ ED NO: 2. . can be read broadly to specify any sequence 
found within SEQ ID NO: 2 (see page 3 of the 12 November Office Action). The rejection was 
subsequently withdrawn when the claims were amended to recite, ".. .a polynucleotide of the 
entire nucleotide sequence. . ." However, the 17 January Paper amends the claims such that this 
phrase is no longer recited in claim 2 and the claim again embraces the nucleic acid of Auffray et 
al Therefore, the claims are properly rejected under 35 USC § 102(b) as anticipated by Auffray 
et al. 

Claims 2, 3, 6-14 and 23 are rejected under 35 U.S.C. 102(e) as being anticipated by Tall 
U.S. Patent No. 6,773,893 Bl. 

Claim 1 of Tall is directed to an isolated ABC1 promoter that directs transcription of a 
heterologous coding sequence positioned downstream therefrom, wherein the promoter 
comprises nucleotides having the nucleotide sequence beginning at bp 624 and ending at bp 1 197 
of SEQ ID NO: 1 or beginning at bp 1005 and ending at bp 1059 of SEQ ID NO: 1. As 
evidenced by the sequence alignments mailed herewith (us-09-846-456a-l.ini, RESULT 3 and 
us-09-846-456a-3.mi, RESULT 3), the claimed nucleic acids of Tall anticipate the nucleic acid 
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comprising a nucleotide sequence of SEQ ID NO: 2 and comprising at least 20 consecutive 
nucleotides of SEQ ED NO: 3 according to claims 2 and 3. Furthermore, claim 1 of Tall recites 
that the nucleic acid directs transcription according to the instant claims 6-12 and comprises 
various regulatory elements identified in the instant application as having positive or negative 
regulatory activity according to claims 13 and 14 (see especially Figure 2 and Table 1 of the 
instant application, which identifies several regulatory elements, and the sequence alignment us- 
09-846-456a-3.rni, page 4, which shows where the identified elements appear in the sequence of 
Tall). Finally, given the close structural similarity of the nucleic acid claimed by Tall to the 
instant SEQ ID NO: 1, one would expect, absent evidence to the contrary, that the nucleic acid of 
Tall would hybridize to a nucleic acid having 500 or more consecutive nucleotides of the 
sequence complementary to SEQ ID NO: 1. 

The nucleic acid of Tall is the same as the nucleic acid of the instant claims. Therefore, 
the claims are properly rejected under 35 USC § 102(e) as anticipated by Tall. 

Claims 2, 5, 6-13 and 23 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Hayden etal U.S. Patent No. 6,617,122 Bl. 

Hayden et al teaches a nucleic acid comprising the ABC1 promoter, which nucleic acid 
comprises SEQ ID NO: 14 (see especially Figure 12 and the brief description thereof at column 
12, lines 19-21). As evidenced by the sequence alignments mailed herewith (us-09-846-456a- 
2.mi, RESULT 1 and us-09-846-456a-5.rni, RESULT 9), the nucleic acid of Hayden et al 
anticipates the nucleic acid comprising a nucleotide sequence of SEQ ID NO: 2 and comprising 
at least 35 consecutive nucleotides of SEQ ID NO: 5 according to claims 2 and 5. Furthermore, 
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Hayden et al teaches that the nucleic acid is a promoter according to the instant claims 6-13. 
Finally, given the close structural similarity of the nucleic acid of Hayden et al to nucleic acids 
comprised within the instant SEQ ID NO: 1, one would expect, absent evidence to the contrary, 
that the nucleic acid of Hayden et al would hybridize to a nucleic acid having 500 or more 
consecutive nucleotides of the sequence complementary to SEQ ID NO: 1 according to the 
instant claim 23. 

The nucleic acids of Hayden et al are the same as the nucleic acid of the instant claims. 
Therefore, the claims are properly rejected under 35 USC § 102(e) as anticipated by Hayden et al 



Allowable Subject Matter 

Claims 1, 35, 36 and 58 are allowed. 
Claim 57 is objected to. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Daniel M Sullivan whose telephone number is 571-272-0779. 
The examiner can normally be reached on Monday through Friday 6:30-3:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Remy Yucel, Ph.D. can be reached on 571-272-0781 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) (http://pair- 
direct.uspto.eov) can now contact the USPTO's Patent Electronic Business Center (Patent EBC) 
for assistance. Representatives are available to answer your questions daily from 6 am to 
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midnight (EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image problem with, 
the number of pages and the specific nature of the problem. The Patent Electronic Business 
Center will notify applicants of the resolution of the problem within 5-7 business days. 
Applicants can also check PAIR to confirm that the problem has been corrected. The USPTO's 
Patent Electronic Business Center is a complete service center supporting all patent business on 
the Internet. The USPTO's PAIR system provides Internet-based access to patent application 
status and history information. It also enables applicants to view the scanned images of their own 
application file folder(s) as well as general patent information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786- 

9199. 



Daniel M. Sullivan, Ph.D. 
Primary Examiner 
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DANIEL M. SULLIVAN 
PATENT EXAMINER 
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